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Summary {#efs25331-sec-0001}
=======

2,5‐Dichlorobenzoic acid methylester was included in Annex I to Directive 91/414/EEC on 1 September 2009 by Commission Directive 2008/125/EC, and has been deemed to be approved under Regulation (EC) No 1107/2009, in accordance with Commission Implementing Regulation (EU) No 540/2011, as amended by Commission Implementing Regulation (EU) No 541/2011. As the active substance was approved after the entry into force of Regulation (EC) No 396/2005 on 2 September 2008, the European Food Safety Authority (EFSA) is required to provide a reasoned opinion on the review of the existing maximum residue levels (MRLs) for that active substance in compliance with Article 12(1) of the aforementioned regulation.

As the basis for the MRL review, on 16 May 2017 EFSA initiated the collection of data for this active substance. In a first step, Member States were invited to submit their national Good Agricultural Practices (GAPs) by 16 June 2017, in a standardised way, in the format of specific GAP forms allowing the rapporteur Member State Germany to identify the critical GAPs, in the format of specific GAP overview file. According to the information provided in the GAP forms, only use in grafted vines is currently authorised within the European Union (EU). The rapporteur Member State (RMS) did not report any uses authorised in third countries that might have a significant impact on international trade.

On the basis of all the data submitted by Member States, EFSA, according to the process, should ask Germany as the designated RMS, to complete the Pesticide Residues Overview File (PROFile) and to prepare a supporting evaluation report. The PROFile and evaluation report were provided by the RMS to EFSA on 3 January 2018. Following a completeness check undertaken by EFSA, a request for further clarifications was addressed to the RMS on 27 February 2018. After having considered all the information provided, EFSA finalised the completeness check report which was made available to Member States on 16 May 2018.

Based on the information provided by the RMS and Member States and taking into account the conclusions derived by EFSA in the framework of Directive 91/414/EEC, EFSA prepared in May 2018 a draft reasoned opinion, which was circulated to Member States for consultation via a written procedure. Comments received by 6 June 2018 were considered during the finalisation of this reasoned opinion. The following conclusions are derived.

Residues of 2,5‐dichlorobenzoic acid methylester are not expected to occur in any plant or animal commodities since its unique and restricted use as a pesticide (wine grapes after grafting) is not expected to result in significant residues in wine grapes. Codex maximum residue limits (CXLs) are not available for 2,5‐dichlorobenzoic acid methylester and no uses authorised in third countries were notified to the RMS.

Considering that the unique and restricted GAP authorised in the EU is not expected to result in the presence of residues in food commodities, no consumer exposure is expected. However, due to the lack of data regarding plant and livestock metabolism, analytical methods for enforcement of residues and mammalian toxicology, EFSA is not in a position to recommend any enforcement measure against the potential illegal use of 2,5‐dichlorobenzoic acid methylester. It is also not possible to verify whether the default MRL of 0.01 mg/kg, as defined by Regulation (EC) No 396/2005, provides sufficient consumer protection in case of misuse.

Although limited, the available information on mammalian toxicology was sufficient to demonstrate that 2,5‐dichlorobenzoic acid methylester is harmful after oral administration. Furthermore, none of the other criteria that could support the inclusion of 2,5‐dichlorobenzoic acid methylester into Annex IV of Regulation (EC) No 395/2005 is fulfilled. Therefore, 2,5‐dichlorobenzoic acid methylester is not recommended for inclusion into Annex IV of Regulation (EC) No 396/2005.

Background {#efs25331-sec-0003}
==========

Regulation (EC) No 396/2005[1](#efs25331-note-1005){ref-type="fn"} (hereinafter referred to as 'the Regulation') establishes the rules governing the setting and the review of pesticide maximum residue levels (MRLs) at European level. Article 12(1) of that Regulation stipulates that the European Food Safety Authority (EFSA) shall provide, within 12 months from the date of the inclusion or non‐inclusion of an active substance in Annex I to Directive 91/414/EEC[2](#efs25331-note-1006){ref-type="fn"} a reasoned opinion on the review of the existing MRLs for 2,5‐dichlorobenzoic acid methylester. As 2,5‐dichlorobenzoic acid methylester was included in Annex I to Council Directive 91/414/EEC on 1 September 2009 by means of Commission Directive 2008/125/EC,[3](#efs25331-note-1007){ref-type="fn"} and has been deemed to be approved under Regulation (EC) No 1107/2009,[4](#efs25331-note-1008){ref-type="fn"} in accordance with Commission Implementing Regulation (EU) No 540/2011,[5](#efs25331-note-1009){ref-type="fn"} as amended by Commission Implementing Regulation (EU) No 541/2011,[6](#efs25331-note-1010){ref-type="fn"} EFSA initiated the review of all existing MRLs for that active substance.

According to the legal provisions, EFSA shall base its reasoned opinion in particular on the relevant assessment report prepared under Directive 91/414/EEC. It should be noted, however, that, in the framework of Directive 91/414/EEC, only a few representative uses are evaluated, whereas MRLs set out in Regulation (EC) No 396/2005 should accommodate all uses authorised within the European Union (EU), and uses authorised in third countries that have a significant impact on international trade. The information included in the assessment report prepared under Directive 91/414/EEC is therefore insufficient for the assessment of all existing MRLs for a given active substance.

To gain an overview of the pesticide residues data that have been considered for the setting of the existing MRLs, EFSA developed the Pesticide Residues Overview File (PROFile). The PROFile is an inventory of all pesticide residues data relevant to the risk assessment and MRL setting for a given active substance. This includes data on:

the nature and magnitude of residues in primary crops;the nature and magnitude of residues in processed commodities;the nature and magnitude of residues in rotational crops;the nature and magnitude of residues in livestock commodities;the analytical methods for enforcement of the proposed MRLs.

As the basis for the MRL review, on 16 May 2017, EFSA initiated the collection of data for this active substance. In a first step, Member States were invited to submit their national Good Agricultural Practices (GAPs) that are authorised in different Member States by 16 June 2017, in a standardised way in the format of specific GAP forms. In the framework of this consultation, three Member States provided feedback on their national authorisations of 2,5‐dichlorobenzoic acid methylester. According to the information provided, only use in grafted vines is currently authorised within the EU. The rapporteur Member State (RMS) did not report any uses authorised in third countries that might have a significant impact on international trade.

On the basis of all the data submitted by Member States, EFSA, according to the process, should ask Germany as the designated the designated RMS in the framework of Directive 91/414/EEC, RMS, to complete the PROFile and to prepare a supporting evaluation report (Germany, [2018](#efs25331-bib-0018){ref-type="ref"}). The PROFile and the supporting evaluation report were submitted to EFSA on 3 January 2018. Following a completeness check undertaken by EFSA, a request for further clarifications was addressed to the RMS on 27 February 2018. After having considered all the information provided, EFSA finalised the completeness check report which was made available to Member States on 16 May 2018.

Based on the information provided by the RMS and Member States and taking into account the conclusions derived by EFSA in the framework of Directive 91/414/EEC, EFSA prepared in May 2018 a draft reasoned opinion, which was submitted to Member States for commenting via a written procedure. All comments received by 6 June 2018 were considered by EFSA during the finalisation of the reasoned opinion.

The evaluation report submitted by the RMS (Germany, [2018](#efs25331-bib-0018){ref-type="ref"}) based on the information provided by Member States during the collection of data is considered as a main supporting document to this reasoned opinion and, thus, made publicly available.

In addition, key supporting documents to this reasoned opinion are the completeness check report (EFSA, [2018a](#efs25331-bib-0002){ref-type="ref"}) and the Member States consultation report (EFSA, [2018b](#efs25331-bib-0003){ref-type="ref"}). These reports are developed to address all issues raised in the course of the review, from the initial completeness check to the reasoned opinion and are made publicly available as background documents to this reasoned opinion.

Terms of reference {#efs25331-sec-0004}
==================

According to Article 12 of Regulation (EC) No 396/2005, EFSA shall provide a reasoned opinion on:

the inclusion of the active substance in Annex IV to the Regulation, when appropriate;the necessity of setting new MRLs for the active substance or deleting/modifying existing MRLs set out in Annex II or III of the Regulation;the inclusion of the recommended MRLs in Annex II or III to the Regulation;the setting of specific processing factors as referred to in Article 20(2) of the Regulation.

The active substance and its use pattern {#efs25331-sec-0005}
========================================

2,5‐Dichlorobenzoic acid methylester is the used common name for methyl‐2,5‐dichlorobenzoate (IUPAC). There is no ISO common name.

2,5‐Dichlorobenzoic acid methylester is a plant growth regulator and a fungicide for grafting of grapevines. It is used to improve callus formation but its mode of action is unknown.

The chemical structure of the active substance is reported in Appendix [C](#efs25331-sec-1004){ref-type="sec"}.

2,5‐Dichlorobenzoic acid methylester was evaluated in the framework of Directive 91/414/EEC with Germany designated as RMS. The representative use supported for the peer review process was plant growth regulator and fungicide for grafting in grapevines, indoor use only. Following the peer review, which was carried out by EFSA, a decision on inclusion of the active substance in Annex I to Directive 91/414/EEC was published by means of Commission Directive 2008/125/EC, which entered into force on 1 September 2009. According to Regulation (EU) No 540/2011, as amended by Commission Implementing Regulation (EU) No 541/2011, 2,5‐Dichlorobenzoic acid methylester is deemed to have been approved under Regulation (EC) No 1107/2009. This approval is restricted to uses as plant growth regulator and fungicide for grafting of grapevines only.

For 2,5‐dichlorobenzoic acid methylester, default MRL of 0.01 mg/kg is established according to Art 18(1)(b) of Regulation (EC) No 396/2005. Codex maximum residue limits (CXLs) for 2,5‐dichlorobenzoic acid methylester are not available. There are no MRL changes occurred since the entry unto force of the Regulation mentioned above.

For the purpose of this MRL review, the critical uses of 2,5‐dichlorobenzoic acid methylester currently authorised within the EU, have been collected by the RMS and reported in the PROFile. The details of the critical GAP for 2,5‐dichlorobenzoic acid methylester are given in Appendix [A](#efs25331-sec-1002){ref-type="sec"}. The RMS did not report any use authorised in third countries that might have a significant impact on international trade.

Assessment {#efs25331-sec-0006}
==========

EFSA has based its assessment on the PROFile submitted by the RMS, the evaluation report accompanying the PROFile (Germany, [2018](#efs25331-bib-0018){ref-type="ref"}), the draft assessment report (DAR) and its addenda prepared under Council Directive 91/414/EEC (Germany, [2007](#efs25331-bib-0016){ref-type="ref"}, [2008](#efs25331-bib-0017){ref-type="ref"}) and the conclusion on the peer review of the pesticide risk assessment of the active substance 2,5‐dichlorobenzoic acid methylester (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"}).

The assessment is performed in accordance with the legal provisions of the uniform principles for evaluation and authorisation of plant protection products as set out in Commission Regulation (EU) No 546/2011[7](#efs25331-note-1011){ref-type="fn"} and the currently applicable guidance documents relevant for the consumer risk assessment of pesticide residues (European Commission,[1997a](#efs25331-bib-0004){ref-type="ref"}--[1997b](#efs25331-bib-0005){ref-type="ref"}, [1997c](#efs25331-bib-0006){ref-type="ref"}, [1997d](#efs25331-bib-0007){ref-type="ref"}, [1997e](#efs25331-bib-0008){ref-type="ref"}, [1997f](#efs25331-bib-0009){ref-type="ref"}, [1997g](#efs25331-bib-0010){ref-type="ref"} [2000](#efs25331-bib-0011){ref-type="ref"} [2010a](#efs25331-bib-0012){ref-type="ref"} [b](#efs25331-bib-0013){ref-type="ref"} [2015](#efs25331-bib-0014){ref-type="ref"} [2017](#efs25331-bib-0015){ref-type="ref"}; OECD, [2011](#efs25331-bib-0019){ref-type="ref"}, [2013](#efs25331-bib-0020){ref-type="ref"}).

The critical GAP reported in this review is the same as the one assessed during the EU pesticides peer review of 2,5‐dichlorobenzoic acid methylester (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"}). It consists of one application immediately after grafting of vine (i.e. very early in the life‐cycle of the crop). In a worst‐case situation, this may correspond to ca. 4 years before a harvestable crop is produced. In these conditions, it is expected that residues of 2,5‐dichlorobenzoic acid methylester are completely broken down at the time of harvest. Therefore, it was concluded that significant residues are not expected in wine grapes treated according to this GAP (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"}). As the approval of 2,5‐dichlorobenzoic acid methylester is restricted to grafting of grapevines only, the current authorised GAP reported during the present review is the same as the one considered in the peer review. Therefore, the above conclusion is still valid under the present review.

As a consequence, no consumer exposure is expected based on the currently authorised use. Therefore, the authorised use of 2,5‐dichlorobenzoic acid methylester on wine grapes is not expected to pose risk to consumer\'s health.

Nevertheless, risk managers might have an interest to apply enforcement measures against potential illegal uses of 2,5‐dichlorobenzoic acid methylester within the EU as well as due to the presence of illegitimate residue levels in imported products. In order to assist risk managers in applying the most appropriate enforcement measures, EFSA assessed the available information with particular attention to the nature of residues in plant and livestock, the analytical methods and the toxicological reference values.

As studies on nature of residues in plant and livestock commodities are not available, it was not possible to identify any marker compound for enforcement. It is also noted that RMS and EURLs informed EFSA that no analytical methods were currently available for the enforcement of 2,5‐dichlorobenzoic acid methylester in food commodities. Consequently, no residue definition could be proposed for this active substance and no MRLs could be derived for wine grapes. During the peer review, no toxicological reference values have been proposed due to the lack of information (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"}).

Consequently, EFSA is not in a position to recommend any enforcement measure against potential misuses. Furthermore, due to lack of data on toxicology of the compound, it is also not possible to assess whether the default MRL of 0.01 mg/kg, as defined by Regulation (EC) No 396/2005, would provide adequate consumer protection in case of misuse.

It is noted that the RMS proposed to include 2,5‐dichlorobenzoic acid methylester into Annex IV of Regulation (EC) N° 395/2005. EFSA assessed this proposal based on the five criteria that could support such an inclusion according to the current guidance document (European Commission, [2015](#efs25331-bib-0014){ref-type="ref"}). The result of this assessment is reported in Table [1](#efs25331-tbl-0001){ref-type="table"}.

Based on the above screening, EFSA does not recommend the inclusion of 2,5‐dichlorobenzoic acid methylester into Annex IV of Regulation (EC) N° 395/2005.

###### 

Assessment of possible inclusion of 2,5‐dichlorobenzoic acid methylester into Annex IV of Regulation (EC) N° 395/2005

  Criterion[a](#efs25331-note-0006){ref-type="fn"}                                                                                          Is criterion fulfilled?
  ----------------------------------------------------------------------------------------------------------------------------------------- --------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  **1**: The active substance is approved as a basic substance under Regulation (EC) 1107/2009                                              The criterion is not fulfilled
  **2**: The compound is listed in Annex I of Regulation (EC) 396/2005                                                                      The criterion is not fulfilled
  **3**: The compound has no identified hazardous properties                                                                                The criterion is not fulfilledWith the limited toxicity studies available, the compound has been shown to be harmful after oral administration (LD~50~: 1,030 mg/kg bw)In a 28‐day rat toxicity study, a NOAEL of 100 mg/kg bw per day has been identified on the basis of clinical signs of neurotoxicity at 300 mg/kg bw per day (and more adverse effects were observed at 900 mg/kg bw per day) (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"})
  **4**: Natural exposure is higher than the one linked to the use as PPP                                                                   The criterion is not fulfilled because there is no natural exposure to 2,5‐dichlorobenzoic acid methylester
  **5**: No consumer exposure is forecasted linked to the mode of application of the PPP (criterion relevant for natural compounds only).   The criterion is not fulfilled because the active substance is not a natural compound. It is noted that according to the authorised use (immediately after grafting of vine), no consumer exposure is expected

LD~50~: lethal dose, median; bw: body weight; NOAEL: no observed adverse effect level.

Criterion for inclusion of an active substance to Annex IV to Regulation (EC) No 396/2005 as defined in the current guidance document (European Commission, [2015](#efs25331-bib-0014){ref-type="ref"}).

John Wiley & Sons, Ltd

Conclusion and recommendations {#efs25331-sec-0007}
==============================

Residues of 2,5‐dichlorobenzoic acid methylester are not expected to occur in any plant or animal commodities since its unique and restricted use as a pesticide (wine grapes after grafting) is not expected to result in significant residues in wine grapes. CXLs are not available for 2,5‐dichlorobenzoic acid methylester and no uses authorised in third countries were notified to the RMS.

Considering that the unique and restricted GAP authorised in the EU is not expected to result in the presence of residues in food commodities, no consumer exposure is expected. However, due to the lack of data regarding plant and livestock metabolism, analytical methods for enforcement of residues and mammalian toxicology, EFSA is not in a position to recommend any enforcement measure against the potential illegal use of 2,5‐dichlorobenzoic acid methylester. It is also not possible to verify whether the default MRL of 0.01 mg/kg, as defined by Regulation (EC) No 396/2005, provides sufficient consumer protection in case of misuse.

Although limited, the available information on mammalian toxicology was sufficient to demonstrate that 2,5‐dichlorobenzoic acid methylester is harmful after oral administration. Furthermore, none of the other criteria that could support the inclusion of 2,5‐dichlorobenzoic acid methylester into Annex IV of Regulation (EC) No 395/2005 is fulfilled. Therefore, 2,5‐dichlorobenzoic acid methylester is not recommended for inclusion into Annex IV of Regulation (EC) No 396/2005.

Abbreviations {#efs25331-sec-0008}
=============

a.i.active ingredientADIacceptable daily intakeAPany other powderARapplied radioactivityARfDacute reference doseBBCHgrowth stages of mono‐ and dicotyledonous plantsbwbody weightCXLcodex maximum residue limitDARdraft assessment reportDATdays after treatmentEMSevaluating Member StateEURLsEuropean Union Reference Laboratories for Pesticide Residues (former CRLs)GAPGood Agricultural PracticeHRhighest residueIEDIinternational estimated daily intakeIESTIinternational estimated short‐term intakeISOInternational Organisation for StandardizationIUPACInternational Union of Pure and Applied ChemistryLOQlimit of quantificationMomonitoringMRLmaximum residue levelNEUnorthern European UnionNOAELno observed adverse effect levelOECDOrganisation for Economic Co‐operation and DevelopmentPBIplant‐back intervalPHIpreharvest intervalPRIMo(EFSA) Pesticide Residues Intake ModelPROFile(EFSA) Pesticide Residues Overview FileRArisk assessmentRDresidue definitionRMSrapporteur Member StateSANCODirectorate‐General for Health and ConsumersSEUsouthern European UnionSMILESsimplified molecular‐input line‐entry systemSTMRsupervised trials median residueWHOWorld Health Organization

Appendix A -- Summary of authorised uses considered for the review of MRLs {#efs25331-sec-1002}
==========================================================================

 {#efs25331-sec-0009}

Critical indoor GAPs for Northern and Southern Europe (including post‐harvest treatments)CropRegionOutdoor/ IndoorMember state or countryPest controlledFormulationApplicationPHI or waiting period (days)Comments (max. 250 characters)Common nameScientific nameTypeContentMethodGrowth stageNumberInterval (days)RateConc.UnitFrom BBCHUntil BBCHMin.Max.Min.Max.Min.Max.UnitWine grapes*Vitis vinifera*NEU/SEUIndoorATGrowth regulatorAP0.0g/kgLocal treatment ‐ dipping00135mg a.i./unitn.a.Limited to grafted vines. Application immediately after grafting. Unit: 1,000 vines[^1]

Appendix B -- List of end points {#efs25331-sec-1003}
================================

B.1.. Residues in plants {#efs25331-sec-0010}
------------------------

### B.1.1.. Nature of residues and methods of analysis in plants {#efs25331-sec-0011}

#### B.1.1.1.. Metabolism studies, methods of analysis and residue definitions in plants {#efs25331-sec-0012}

Primary crops (available studies)Crop groupsCrop(s)Application(s)Sampling (DAT)--------No study available but not required (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"})**Rotational crops** (available studies)**Crop groupsCrop(s)Application(s)PBI (DAT)**--------No study available but not required (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"})**Processed commodities** (hydrolysis study)**ConditionsInvestigated?**Pasteurisation (20 min, 90°C, pH 4)NoBaking, brewing and boiling (60 min, 100°C, pH 5)NoSterilisation (20 min, 120°C, pH 6)NoNo study available but not required (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"})

Can a general residue definition be proposed for primary crops?NoRotational crop and primary crop metabolism similar?Not applicableResidue pattern in processed commodities similar to residue pattern in raw commodities?Not applicablePlant residue definition for monitoring (RD‐Mo)No proposalPlant residue definition for risk assessment (RD‐RA)No proposalConversion factor (monitoring to risk assessment)Not relevantMethods of analysis for monitoring of residues (analytical technique, crop groups, LOQs)No analytical method available[^2]

#### B.1.1.2.. Stability of residues in plants {#efs25331-sec-0013}

**Plant products** (available studies)**CategoryCommodityT (°C)Stability (Months/years)**No study available and not required

### B.1.2.. Magnitude of residues in plants {#efs25331-sec-0014}

#### B.1.2.1.. Summary of residues data from the supervised residue trials {#efs25331-sec-0015}

CropRegion/indoor[a](#efs25331-note-1015){ref-type="fn"}Residue levels observed in the supervised residue trials relevant to the supported GAPs (mg/kg)Recommendations/comments (OECD calculations)MRL proposals (mg/kg)HR (mg/kg)[b](#efs25331-note-1016){ref-type="fn"}STMR (mg/kg)[c](#efs25331-note-1017){ref-type="fn"}Wine grapesIndoor--No residues are expected according to the mode of application (application immediately after grafting of vine) (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"}) No MRL was proposed as no residue definition could be derived for this active substance------[^3][^4][^5][^6]

#### B.1.2.2.. Residues in succeeding crops {#efs25331-sec-0016}

Confined rotational crop study (quantitative aspect)Not triggeredField rotational crop studyNot triggered

#### B.1.2.3.. Processing factors {#efs25331-sec-0017}

No processing studies are available for this active substance.

B.2.. Residues in livestock {#efs25331-sec-0018}
---------------------------

Not relevant.

### B.2.1.. Nature of residues and methods of analysis in livestock {#efs25331-sec-0019}

#### B.2.1.1.. Metabolism studies, methods of analysis and residue definitions in livestock {#efs25331-sec-0020}

**Livestock** (available studies)**AnimalDose** **(mg/kg bw per day)Duration** **(days)N rate/comment**No study available but not required (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"})

Time needed to reach a plateau concentration in milk and eggs (days)Not applicableMetabolism in rat and ruminant similar (Yes/No)Not applicableAnimal residue definition for monitoring (RD‐Mo)Not applicableAnimal residue definition for risk assessment (RD‐RA)Not applicableConversion factor (monitoring to risk assessment)Not relevantFat soluble residues (Yes/No)Not relevantMethods of analysis for monitoring of residues (analytical technique, crop groups, LOQs)No analytical method available[^7]

#### B.2.1.2.. Stability of residues in livestock {#efs25331-sec-0021}

**Animal products** (available studies)**AnimalCommodityT (°C)Stability (Months/years)**No study available and not required

### B.2.2.. Magnitude of residues in livestock {#efs25331-sec-0022}

#### B.2.2.1.. Summary of the residue data from livestock feeding studies {#efs25331-sec-0023}

Not relevant.

B.3.. Consumer risk assessment {#efs25331-sec-0024}
------------------------------

ADINot allocated -- not necessary (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"})Highest IEDI, according to EFSA PRIMoNot revelentAssumptions made for the calculationsNo consumer risk assessment was performed in this review as no toxicological reference values were allocated and presence of residues in food commodities is not expected when the active substance is used according to the authorised GAPARfDNot allocated -- not necessary (EFSA, [2008](#efs25331-bib-0001){ref-type="ref"})Highest IESTI, according to EFSA PRIMoNot revelentAssumptions made for the calculationsNo consumer risk assessment was performed in this review as no toxicological reference values were allocated and presence of residues in food commodities is not expected when the active substance is used according to the authorised GAP[^8]

B.4.. Proposed MRLs {#efs25331-sec-0025}
-------------------

Due to the lack of data regarding plant and livestock metabolism, analytical methods for enforcement of residues and mammalian toxicology, EFSA is not in a position to recommend any enforcement measure against the potential illegal use of 2,5‐dichlorobenzoic acid methylester. It is also not possible to verify whether the default MRL of 0.01 mg/kg, as defined by Regulation (EC) No 396/2005, provides sufficient consumer protection in case of misuse.

Appendix C -- Used compound codes {#efs25331-sec-1004}
=================================

 {#efs25331-sec-0026}

Code/trivial name[a](#efs25331-note-1021){ref-type="fn"}IUPAC name/SMILES notation/InChiKey[b](#efs25331-note-1022){ref-type="fn"}Structural formula[c](#efs25331-note-1023){ref-type="fn"}2,5‐dichlorobenzoic acid methylestermethyl 2,5‐dichlorobenzoate Clc1ccc(Cl)cc1C(=O)OC SPJQBGGHUDNAIC‐UHFFFAOYSA‐N![](EFS2-16-e05331-g001.jpg "image")[^9][^10][^11][^12]

Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC. OJ L 70, 16.3.2005, p. 1--16.

Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market. OJ L 230, 19.8.1991, p. 1--32. Repealed by Regulation (EC) No 1107/2009.

Commission Directive 2008/125/EC of 19 December 2008 amending Council Directive 91/414/EEC to include aluminium phosphide, calcium phosphide, magnesium phosphide, cymoxanil, dodemorph, 2,5‐dichlorobenzoic acid methylester, metamitron, sulcotrione, tebuconazole and triadimenol as active substances. OJ L 344, 20.12.2008, p. 78‐88.

Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ L 309, 24.11.2009, p. 1--50.

Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the list of approved active substances. OJ L 153, 11.6.2011, p. 1--186.

Commission Implementing Regulation (EU) No 541/2011 of 1 June 2011 amending Implementing Regulation (EU) No 540/2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the list of approved active substances. OJ L 153, 11.6.2011, p. 187--188.

Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant protection products. OJ L 155, 11. 6.2011, p. 127--175.

[^1]: AP: any other powder; GAP: Good Agricultural Practice; MRL: maximum residue level; BBCH: growth stages of mono‐ and dicotyledonous plants; PHI: preharvest interval; NEU: northern European Union; SEU: southern European Union; a.i.: active ingredient.

[^2]: DAT: days after treatment; PBI: plant‐back interval.

[^3]: GAP: Good Agricultural Practice; OECD: Organisation for Economic Co‐operation and Development; MRL: maximum residue level.

[^4]: NEU: Outdoor trials conducted in northern Europe, SEU: Outdoor trials conducted in southern Europe; Indoor: indoor EU trials or Country code: if non‐EU trials.

[^5]: Highest residue.

[^6]: Supervised trials median residue.

[^7]: LOQ: Limit of quantification.

[^8]: ADI: acceptable daily intake; bw: body weight; IEDI: international estimated daily intake; PRIMo: (EFSA) Pesticide Residues Intake Model; WHO: World Health Organization; ARfD: acute reference dose; IESTI: international estimated short‐term intake.

[^9]: SMILES: simplified molecular‐input line‐entry system.

[^10]: The metabolite name in bold is the name used in the conclusion.

[^11]: ACD/Name 2015 ACD/Labs 2015 Release (File version N20E41, Build 75170, 19 December 2014).

[^12]: ACD/ChemSketch 2015 ACD/Labs 2015 Release (File version C10H41, Build 75059, 17 December 2014).
